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A ppendix A ■ PenHinp rtaims 


91. (New) A fenofibrate composition consisting essentially o^granulates, wherein the 
granulates comprise inert carrier particles, at least one hydrophilic polymer and micronized 
fenofibrate particles having a size below 20 |xm; and wherein the a^least one hydrophilic 
polymer and the micronized fenofibrate particles are adhered onjo the surface of the inert carrier 
particles. 

92. (New) The composition of claim 91, wherein the weight ratio of micronized 
fenofibrate to hydrophilic polymer is between 1:10 and 4:1. 

93. (Ne w ) The composition of claim 91, ^herein the inert carrier particles have a 
particle size between 50 and 500 microns. 

94. (New) The composition of claim 9 1 , wherein the inert carrier particles have a 
particle size between 100 and 400 micron^ / 

95. (New) The composition of,claim 91, wherein the inert carrier particles are 


comprised of lactose. 


96- (New) The composit^m^cla^m 91, wherein the at least one hydrophilic polymer 
is a mixture of at least two hydro^ili^ pol^ners. 

97. (New) The composition of claim 91, wherein one or more of the inert carrier 
particles are isolated and/or agglomerated together, 

98. (New) The composition of claim 91, wherein the composition is in the form of a 

tablet. 

99. (New) The composition of claim 91, wherein the hydrophilic polymer is 
polyvinylpyrrolidone. / 

100* (New) / The composition of claim 91, wherein the composition further contains at 
least one pharmaceutical excipient. 

101. (New/ The composition of claim 101, wherein the at least one pharmaceutical 
excipient is at least one binder, at least one filler, at least one pigment, at least one disintegrating 
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agent, at least one lubricant, at least one wetting agent, at leasty6ne buffer, or a mixture of two or 
more thereof. 



102. (New) The composition of claim 91, wherefh the granulates further comprise at 
least one outer phase and/or layer. 

103. (New) The composition of claim 102, wherein the at least one outer phase and/or 
layer comprises at least one pharmaceutical excipient/ 

104. (New) The composition of claim 103, wherein the at least one pharmaceutical 
excipient is at least one binder, at least one filler,^; least one pigment, at least one disintegrating 
agent, at least one lubricant, at least one wetting y agent, at least one buffer, or a mixture of two or 
more thereof. 

105. (New) The composition ofclaim 91, wherein two or more of the granulates are 


1/ ^ * agglomerated together. / / 

\f 106. (New) The composition of/h 


lain* 91 7 wherein the micronized fenofibrate particles 
1d/o Lit 


106. (New) The compositii 
have a particle size less than or equal 

107. (New) The corapositioA^ofgldim 91, wherein the inert carrier particles are 
comprised of lactose, saccharose, hydrolyzed starch, or a mixture of two or more thereof. 



108. (New) The composition of claim 91, wherein the hydrophilic polymer is 
polyvinylpyrrolidone, polyvinyl alcohol), hydroxypropylcellulose, hydroxymethylcellulose, 
hydroxypropylmethylcellulose, gelatin, or a mixture of two or more thereof. 


109. (New) The composition of claim 91, wherein the granulates farther comprise at 
least one surfactant. / 


^10. (New) The composition of claim 109, wherein the surfactant is present in an 
amount^fO.l to 10% by weighty 


111. (New) The composition of claim 109, wherein the surfactant is sodium 
laurylsulfale. / 

112. (New) yThe composition of claim 109, wherein the surfactant is sodium lauryl 
sulfate, monooleate polyoxyethylene sorbitane, monolaurate polyoxyethylene sorbitane, 
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monopalmitate polyoxyethylene sorbitane, monostearate polyoxyethylene sorbitane, sodium 
dioctylsulfosuccinate, lecithin, stearylic alcohol, cetostearylic alcohol, cholesterol, 
polyoxyethylene ricin oil, a polyoxyethylene fatty acid glycerjae, a poloxamer, or a mixture of 
two or more thereof. 

113. (New) The composition of claim 91, wherein the inert carrier particles are present 
in an amount of 10 to 80% by weight, the micronized fenofibrate is present in an amount of 5 to 
50% by weight, and the hydrophilic polymer is present in an amount of 20 to 60% by weight. 

1 14. (New) The composition of claim 91, j/hereiu the inert carrier particles are present 
in an amount of 20 to 50% by weight, the micronized fenofibrate is present in an amount of 20 to 
45% by weight, and the hydrophilic polymer is present in an amount of 25 to 45% by weight. 

1 15. (New) The composition of cl^ny91, wherein the composition has a dissolution of 
at least 10% in 5 minutes, 20% in 10 r linutes, 50% in 20 minutes and 75% in 30 minutes, as 
measured using the rotating blade met lo&at J5^pm according to the European Pharmacopoeia, 
in a dissolution medium constituted by water yfitir^% by weight polysorbate 80 or a dissolution 
medium constituted by water with 0.0 25 M^odiujiHauiyl sulfate. 

116. (New) A method for pr^parmg^ the composition of claim 9 1 , comprising the steps 


of: 

(a) preparing a micronized'fenofibrate suspension in a solution of at least one 
hydrophilic polymer, and, optionally, at least one surfactant; wherein the micronized fenofibrate 
has a particle size below 20 microns; 

(b) spraying the micronized fenofibrate suspension from step (a) onto inert carrier 
particles to form granules; and j 

(c) optionally coating the granules from step (b) with one or more phase(s) or 
layer(s). 

1 17. (New) The method of claim 1 16, wherein step (b) is carried out in a fluidized-bed 
granulator. 

118. (New) This method of claim 116, farther comprising compressing the granules of 
step (b) or step (c). 
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119. (New) A fenofibrate composition consisting Essentially of granules, wherein the 
granules comprise: (i) carrier particles; and (ii) one or monolayers comprising micronized 
fenofibrate and at least one hydrophilic polymer, wherein/the one or more layers are deposited on 
the carrier particles. 

1 20. (New) The composition of claim ) 19, wherein the weight ratio of micronized 
fenofibrate to hydrophilic polymer is between 1:10 and 4:1. 

121. (New) The composition of claim 119, wherein the carrier particles are lactose, 
saccharose, hydrolyzed starch, or a mixture of twc^or more thereof. 

122. (New) The composition of claim jl 1 9, wherein the hydrophilic polymer is 
polyvinyl pyrrolidone, poly(vinylalcohol), hydroxypropylceUulose, hydroxymethylcellulose, 
hydroxypropylmethylcellulose; gelatin, or/£ mixture of two or more thereof. 

^of °l^n 119, wherein the at least one hydrophilic 
pblymer is a mixture of at least two hy< rophiuc polymers. 

of claim/ 19, wherein the carrier particles are lactose and 
V / 

the hydrophilic polymer is polyvinylpyrrolidone. 

1 25. (New) The composition of claim U 9, wherein the carrier particles are present in 
an amount from 10 to 80% by weight; the micronized fenofibrate is present in an amount from 5 



The compositio: 
of at least two hy 

124. (New) The composition 


to 50% by weight; and the hydrophilic/polymer is present in an amount from 20 to 60% by 
weight. 

126. (New) The composition of claim 1 19, wherein the carrier particles are present in 

an amount from 20 to 50% by weight; the micronized fenofibrate is present in an amount from 

/ 

20 to 45% by weight; and the hydrophilic polymer is present in an amount from 25 to 45% by 
weight. 

127. (New) The composition of claim 1 19, wherein the composition has a dissolution 
of at least 10 % in 5 minutes, 2oj% in 10 minutes, 50 % in 20 minutes and 75 % in 30 minutes, 
as measured using the rotating blade method at 75 rpm according to the European 
Pharmacopoeia, in a dissolution medium constituted by water with 2 % by weight polysorbate 80 
or a dissolution medium constituted by water with 0.025 M sodium lauryl sulfate. 
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surfactant. 

128. (New) The composition of claim 1 19, wherein granules further comprise a 
surfactant. 

129. (New) The composition of claim 128, wherein the surfactant is sodium lauryl 
sulfate, monooleate polyoxyethylene sorbitane, monolaurate polyoxyethylene sorbitane, 
monopalmitate polyoxyethylene sorbitane, monostearate polyoxyethylene sorbitane, sodium 
dioctylsulfosuccinate, lecithin, stearylic alcohol, cetostiearyUc alcohol, cholesterol, 
polyoxyethylene ricin oil, a polyoxyethylene fatty acp glyceride, a poloxamer, or a mixture of 
two or more thereof. 

130. (New) The composition of claim flS, wherein the surfactant is sodium lauryl 

sulfate. 

131. (New) The composition 
amount from 0-1 to 3% by weight. 

132. (New) The composition 
least one pharmaceutical excipient. 

133. (New) The compositior/of claim 132, wherein the at least one pharmaceutical 
excipient is at least one binder, at least one filler, at least one pigment, at least one disintegrating 
agent, at least one lubricant, at least/one wetting agent, at least one buffer, or a mixture of two or 
more thereof. / 

134. (New) A composition consisting essentially of granulates, wherein the granulates 
comprise carrier particles, at least one hydrophilic polymer and micronized fenofibrate particles; 
wherein the carrier particles have a particle size between 50 and 500 microns; wherein the 
micronized fenofibrate particles have a particle size below 20 microns; and wherein the weight 
ratio of micronized fenofibrate particles to hydrophilic polymer is between 1 : 10 and 4: 1 , 

135. (New) Thp composition of claim 134, wherein the carrier particles have a particle 
size between 100 and 400 microns. 



128, wherein the surfactant is present in an 


19, wherein the composition further contains at 
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136. (New) The composition of claim 1 34, whereisf the at least one hydrophilic 
polymer and the micronized fenofibrate particles are adhered to the surface of the carrier 
particles. 

137. (New) The composition of claim 134, wherein the canier particles are comprised 
of lactose. 

138. (New) The composition of claim 134/ wherein the composition is in the form of a 

tablet. 

139. (New) The composition of claim ^34, wherein the hydrophilic polymer is 
polyvinylpyrrolidone. 

140. (New) The composition of cla/m 134, wherein the composition further contains at 
least one pharmaceutical excipient 


14 L (New) The composition of /Claim 140, wherein the at least one pharmaceutical 
excipient is at least one binder, at least onfe filter, at least one pigment, at least one disintegrating 
agent, at least one lubricant, at least oi\^wettin$ agent, at least one buffer, or a mixture of two or 
more thereof. 

142. (New) The composition of claim 134, wherein the granulates further comprise at 
least one outer phase and/or layer, / 

143. (New) The composition of claim 142, wherein the at least one outer phase and/or 
layer comprises at least one pharmaceutical excipient. 

144. (New) The composition of claim 143, wherein the at least one pharmaceutical 
excipient is at least one binder, at least one filler, at least one pigment, at least one disintegrating 
agent, at least one lubricant, at least one wetting agent, at least one buffer, or a mixture of two or 
more thereof. / 

145. (New) The /composition of claim 134, wherein two or more of the granulates are 
agglomerated together. / 

146. (New) T^e composition of claim 134, wherein the micronized fenofibrate 
particles have a particle jsize of less than or equal to 10 [Am. 
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147. (New) The composition of claim 134, wherfein the carrier particles are comprised 
of lactose, saccharose, hydroiyzed starch, or a mixture ofytwo or more thereof. 

148. (New) The composition of claim 134, wherein the hydrophilic polymer is 
polyvinylpyrrolidone, polyvinyl alcohol), hydroxyprafrylcellulose, hydroxymethylcellulose, 
hydroxypropylmethylcellulose, gelatin, or a mixture pf two or more thereof. 

149. (New) The composition of claim 134, wherein the granulates further comprise at 
least one surfactant. 

150. (New) The composition of claim/149, wherein the surfactant is sodium 
laurylsulfate. 

15 1. (New) The composition of claitn 149, wherein the surfactant is sodium lauiyi 
sulfate, monooleate polyoxyethylene sorbjtaiie, monolaurate polyoxyethylene sorbitane, 


monopalmitaie polyoxyethylene sorbit 
dioctylsulfosuccinate, lecithin, s 
polyoxyethylene ricin oil, a polyoxj 
two or more thereof. 



Lonostearate polyoxyethylene sorbitane, sodium 
Jiol, cetostearylic alcohol, cholesterol, 

acid glyceride, a poloxamer, or a mixture of 

149, wherein the surfactant is present in an 


152. (New) The composit 
amount of 0.1 to 10% by weight. 

153. (New) The composition of claim 134, wherein the carrier particles present in an 
amount of 20 to 50% by weight, the micronized fenofibrate is present in an amount of 20 to 45% 
by weight, and the hydrophilic polymer is present in an amount of 25 to 45% by weight. 

154. (New) The composition of claim 134, wherein the carrier particles are present in 
an amount of 20 to 50% by weight, the micronized fenofibrate is present in an amount of 20 to 
45% by weight, and the hydrophilic polymer is present in an amount of 25 to 45% by weight 

155. (New) The composition of claim 134, wherein the composition has a dissolution 
of at least 10% in 5 minutes720% in 10 minutes, 50% in 20 minutes and 75% in 30 minutes, as 
measured using the rotating/blade method at 75 rpm according to the European Pharmacopoeia, 
in a dissolution medium constituted by water with 2 % by weight polysorbate 80 or a dissolution 
medium constituted by waiter with 0.025 M sodium lauryl sulfate- 
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156. (New) The composition of claim 134, whereig/one or more of the carrier particles 
are isolated and/or agglomerated together. 

157. (New) The composition of claim 134, wherein the at least one hydrophilic 
polymer is a mixture of at least two hydrophilic polymers. 

158. (New) The composition of claim 134/ wherein the carrier particles are lactose and 
the hydrophilic polymer is polyvinylpyrrolidone. 

159. (New) A method for preparing t^ composition of claim 134, comprising the 
steps of: 

(a) preparing a micronized fenofibrate suspension in a solution of at least one 
hydrophilic polymer, and, optionally,/^ Jg|&t one surfactant; wherein the nucronized fenofibrate 
has a particle size below 20 microns' 

(b) spraying the micronizc(d/f^ofibrate suspension from step (a) onto inert carrier 
particles having a particle size betw^fcf 100 andUoO microns to form granules in a fluidized-bed 
granulator; and 

(c) optionally coating^ik^ariules from step (b) with one or more pha$e(s) or 
layer(s). 

160. (New) The method of claim 159, further comprising compressing the granules of 
step (b) or step (c). / 

161 . (New) A fenofibrate composition consisting essentially of granulates, wherein the 
granulates comprise carrifer particles, at least one solid hydrophilic polymer and micronized 
fenofibrate particles haying a size below 20 pim. 
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^/^ A6pendix B - Amendments tn Claims 

Cancel claims 35-90 without prejudice. 

91. (New) A fenofibrate composition consisting essentially of granulates, wherein the 
granulates comprise i nert carrier particles, at least one hvd rophilic polymer and micronized 
fenofibrate particles having a siz e below 20 urn: and wherein the at least one hvdrophilic 
polymer and the micronized feno fibrate particles are adhered onto the surface of the inert carrier 
particles. 

92. (New) The composition of claim 91. wherein the weight ratio o f micmnizftri 
fenofibrate to hydropHlic p ol ymer is between 1:10 and 4:1. 

93. (New) The comp osition of claim 91. wherein the inert carrier particles have a 
particle size between 50 and 500 microns. 

94. (New) The composition of cl aim Q1 1 w herein the inert carrier particles haveji 
particle size between 100 and 400 microns. 

95. (New) The composition of claim 91. wherein the inert carrier particles are 
comprised of lactose. 

96. (New) The composition of claim 91. wherein the at least one hvdrophilic poly mer 
is a mixture of at least two hvdrophilic polymers. 

97. (New) The composition of claim 91. wherein one or more of the inert carrier 
particles are isolated and/or agglomerated together. 

98. (New) The composition of claim 91. wherein the composition is in the form of a 

tablet. 

99. (New) The composition of claim 91. wherein the hvdrophilic polymer \& 
polyvin ylpvrrolidone. 

100. (New) The composition of claim Q1 , wherein the composition further contains at 
least one pharmaceutical excipient. 

101. (New) The compo sition of claim 101 . wherein the at least one pharmaceutical 
excipient is at least one binder, at le ast one filler, at least one pigment, at least one disintegrating 
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agent at least one lubricant, at least one wetting agent, at least one buffer, or a mixture of two or 
more thereof- 

102. (New) The composition of claim 91. wherein the granulates further comprise at 
least one outer phase and/or layer. 

103. (New) The composition of claim 102. wherein the at least one outer phase and/or 
layer comprises at least one pharmaceutical excipient. 

104. (New) The composition of claim 103, wherein the at least one pharmaceutical 
excipient is at least one binder, at least one filler, at least one pigment, at least one disintegrating 
agent, at least one lubricant, at least one wetting agent, at least one buffer, or a mixture of two or 
more thereof. 

105. (New) The composition of claim 91. wherein two or more of the granulates are 
agglomerated together. 

106. (New) The composition of claim 91, wherein the micronized fenofibrate particles 
have a particle size less than or equal to 10 urn. 

107. (New) The composition of claim 91. wherein the inert carrier particles are 
comprised of lactose, saccharose, hvdrolvzed starch, or a mixture of two or more thereof. 

108. (New) The composition of claim 91, wherein the hvdrophilic polymer is 
polyvinylpyrrolidone, polyfvinvl alcohol), hvdrpxvpropvlcellulose. hvdroxymethylcellulose, 
hvdrfiyyprnpylmethvlcellulose. gelatin, or a mixture of two or more thereof. 

109. (New) The composition of claim 91 . wherein the granulates further comprise at 
least one surfactant. 

110. (New) The composition of claim 109. wherein the surfactant is present in an 
amount of 0.1 to 10% bv weight. 

111. (New) The composition of claim 109. wherein the surfactant is sodium 
laurvlsulfate. 

1 12. (New) The composition of claim 109. wherein the surfactant is sodium laurvl 
sulfate, monooleale polyoxvethvlene sorbitane, monolaurate polvoxvethvlene sorbitane, 

WA5KTN0TON lE*7655vl 

Received from < 202 942 8484 > at 11/6/02 1:32:17 PM [Eastern Standard Time] 


11/06/2002 13:32 FAX 202 942 8484 


HALE & DORR 


(3019 


Response and Amendment under 37 CFR § 1,111 
Application No. 09/899,026 
Page 14 ofJ9 

monopalmitate polyoxyethylene sorbitane. monostearate polvoxyethylene sorbitane, sodium 
dioctvlsulfosuccinate, lecithin, stearylic alcohol, cetostearvlic alcohol, cholesterol, 
polyoxyethylene ricin oil, a polyoxyethylene fatty acid glvceride. apoloxainer. or a mixture of 
two or more thereof. 

113. (New) The composition of claim 91. wherein the inert carrier particles are present 
in an amount of 10 to 80% bv weight, the micronized fenofibrate is present in an amount of 5 to 
50% bv weight and the hvdron hilir; polymer is present in an amount of 20 to 60% bv weight. 

1 14. (New) The composition of claim 91. wherein the inert carrier particles are present 
in an amount of 20 to 50% by weight, the micronized fenofibrate is present in an amount of 20 to 
45% bv weight, and the hvdrophilic polymer is present in an amount of 25 to 45% bv weight. 

115. (New) The composition of claim 91. wherein the composition has a dissolution of 
at least 10% in 5 minutes. 20% in 10 minutes. 50% in 20 minutes and 75% in 30 minutes^ as 
measured using the rotating blade method at 75 rpm according to the European Pharmacopoeia, 
in a dissolution medium constituted by water with 2% bv weight polvsorbate_8Q or a dissolution 
medium constituted bv water with 0,025 M sodium laurvl sulfate. 

116. (New) A method for preparing the composition of claim 91 . comprising the steps 

of: 

(a) preparing a micronized fenofibrate suspension in a solution of at least one 
hvdrophilic polymer, and, optionally, at least one surfactant: wherein the Tnicmniy.ed fenofibrate 
has a particle size below 20 microns: 

(b) spraying the micronized fenofibrate suspension from step fa) onto inert carrier 
particles to form granules: and 

(c) optionally coating the granules from step (b) with one or more phased or 
layer(s). 

1 17. (New) The method of claim 116. wherein step (b) is carried out in a fluidized-bed 
granulator. 

118. (New) The metho d nf claim 116. further comprising compressing the granules of 
step (b) or step (c). 
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119. (New) A fenofibrate composition consisting essentially of granules, wherein the 
granules comprise: (i) carrier particles; and (ii) one or more layers co mprising micron^ed 
fenofibrate and at least one hydrophilic polymer- wherein the one or more layers are deposited on 
the carrier particles. 

120! (New) The composition of claim 1 19. wherein the weight ratio of micronized 
fenofibrate to hydrophilic polymer is between 1:10 and 4:1. 

121. (New) The composition of claim 1 19. wherein the carrier particles are lactose, 
saccharose, hvdrolvzed starch 1 or a mix ture of t wo or more thereof 

122. (New) The composition of claim 1 19, wherein the hydrophilic polymer is 
polyvinyl pvrrolidone. polv(vinylalcohoD. hydroxypropyteellulose, hydroxvmethvlcellulose. 
hvdroxvpropvlmethvlcellulose: gelatin, or a mixture of two or more thereof. 

123. (New) The composition of claim 119. wherein the at least one hydrophilic 
polymer is a mixture of at least two hydrophilic polymers. 

124. (New) The composition of claim 119. wherein the carrier particles are lactose and 
the hydrophilic polymer is polyvinylpyrrolidone. 

125. (New) The composition of r.laim 1 1 Q. wherein the carrier particles are present in 
an amount from 10 to 80% by weight: the micronized fenofibrate is present in an amount from 5 
to 50% by weight: and the hydrophilic polymer is present in an amount from 20 to 60% by 
weight. 

126. (New) The composition of claim 119. wherein the carrier particles are present in 
an amount from 20 to 50% by weight; the micronized fenofibrate is present in an amount from 
20 to 45% by weight: and the hydrophilic polymer is present in an amount from 25 to 45% bv 
weight. 

127- (New) The composition of claim 119. wherein the composition has a dissolution 
of at least 10 % in 5 minutes* 20 % in 10 minutes. 50 % in 20 minutes and 75 % in 30 minutes, 
as measured using the rotating blade method at 75 rpm according to the European 
Pharmacopoeia, in a dissolution medium constituted bv water with 2 % bv weight polvsorbate 80 
or a dissolution medium constituted bv water with 0.025 M sodium laurvl sulfate. 
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surfactant. 

128. (New) The composition of claim 119. wherein the granules further comprise a 
surfactant. 

129. (New) The composition of clai m 128, wherein the surfactant is sodium laurvl 
sulfate, monooleate polvoxyethvlene sor bitane. monolaurate polvoxvethvlene sorbitane, 
monopalmitafp polvoxvethvlene sorbitan e. monostearate polvoxvethvlene sorbkane. sodium 
dioctylsulfosuccinate. lec ithin, stearvlic alcohol, cetostearvlic alcohol, cholesterol. 
polyoxyethylene ricin oil, a polvoxvethvlene f atty acid glvceride. a poloxamer. or a mixture of 
two or more thereof 

130. (New) The composition of clai m 128. wherein the surfactant is sodium laurvl 

sulfate. 

131. (New) The composition of clai m 128. wherein the surfactant is p resent in an 
amount from 0.1 to 3% bv weig ht. 

132. (New) The compo sition of claim 1 19, wherein the composition further contains at 
least one pharmaceutical excipient. 

133. (New) The compo sition of claim 132, wherein the at least one pharmaceutical 
excipient is at least one binder, at least one fi ller, at least one pigment, at least one disinte grating 
afient, at least one lubricant, at least one wetting agent at least one buffer, or a mixture of two or 
more thereof 

134. (New) A composi tion consisting essentially of granulates, wherein the g ranulates 
comprise carrier particles, at least one hydmphilir pnjymer and micronized fenofibrate particles; 
wherein the carrier particles have a pa rticle size between 50 and 500 microns: wherein the 
microniz ed fenofibrate particles have a particle size below 20 microns: and wherein the weig ht 
ratio of micronized fenofibrate part icles to hydrophili c p nl vmer is between 1:10 and 4: 1 . 

135. (New) The composition of clai m 134, wherein the carrier particles have a p article 
size between 100 and 400 microns. 


WASHINGTON 167655vl 


Received from < 202 942 8484 > at 1116/02 1:32:17 PM [Eastern Standard Time] 


11/06/2002 13:33 FAX 202 942 



HALE & DORR 



0022 


Response and Amendment under 37 CFR §1.111 
Application No. 09/899,026 
Page 17 of 19 

136. (New) The composition of r^laim 1 ^ 4 wherein the at least one hvdrophilic 
polymer and the micronized fenofibrate particles are adhered to the surface of the carrier 
particles. 

137. (New) The composition of claim 134. wherein the carrier particles are comprised 
of lactose. 

138. (New) The composition of claim 134. wherein the composition is in the form of a 

tablet. 

139. (New) The composition of claim 134. wherein the hvdrophilic polymer is 
polyvinylpyrrolidone. 

140. (New) The composition of claim 134. wherein the composition further contains ar 
least one pharmaceutical excipient 

141. (New) The composition of claim 140. wherein the at least one pharmaceutical 
excipient is at least one binder, at least on ft filW, at least one pigment, at least one disintegrating 
agent, at least one lubricant at le ast one wetting agent at least one buffer, or a mixture of two or 
more thereof. 

142. (New) The composition of claim 134, wherein the granulates further comprise at 
least one outer phase and/or layer. 

143. (New) The composition of claim 142. wherein the at least one outer phase and/or 
layer comprises at least one pharmaceutical excipient. 

144. (New) The composition of claim 143. wherein the at least one pharmaceutical 
excipient is at least one binder, a t least one filler, at least one pigment, at least one disintegrating 
agent at least one lub ricant, at least one wetting agent at least one buffer, or a mixture nf two nr 
more thereof. 

145. (New) The composition of claim 134. wherein two or more of the granulates are 
agglomerated together. 

146. (New) The composition of claim 134. wherein the micxomzed fenofibrate 
particles have a particle size of less than or equal to 10 \xttl 
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147. (New) The composition of claim 134. wherein the carrier particles are comprised 
of lactos e, saccharose, hvdrolvzed starchy or a mixture of two or more thereof. 

148. (New) The composition nf rlfli™ 1 34 w herein the hyrirop hilte polymer is 
polyvinylpyrrolidone, polvfvinvl alcohols hvdroxvpropvlcellulose. hvdroxvmethvlcellulose. 
hydroxypropvlmethv kellulose. gelatin, or a mixture of two or more thereof. 

149. (New) The composition of clai m 134. wherein the granulates further comprise at 
least one surfactant. 

150. (New) The composition of claim 149. wherein the surfactant is sodium 
laurylsulfate. 

151. (New) The composition of claim 149. wherein the surfactant is sodium laurvl 
sulfate, monooleate p olvoxvethvlene sorbitane. monolaurate polvoxvethvlene sorbitane, 
monopalmitate polvoxvethvlene sorbitane. monostearate polyoxvethvlene sorbitane. sodium 
dioctvlsul fosuccinate. lecithin, stearvlic alcohol, cetostearvlic alcohol, cholesterol. 
polyoxyethylene ricin oil, a polv oxvethvlene fattv acid glvceride. a poloxamer. or a mixture of 
two or more thereof. ^ 

152. (New) The compo sition of claim 149. wherein the surfactant is present in an 
amount of 0.1 to 10% bv weight. 

153. (New) The compo sition of claim 1 34. wherein the carrier particles present in an 
amount of 20 to 50% bv weight, th e micrnniz ed fenofibrate is present in an amount of 20 to 45% 
bv weight, and the hv diophilic polymer is present in an amount of 25 to 45% bv weight. 

154. (New) The compo sition of claim 134. wherein the carrier particles are present in 
an amount of 20 to 50% bv weight, th e micronized fenofibrate is present in an amount of 20 to 
45% bv weight and the hvdrophil ic polymer is present in an amnnnt of 25 to 45% bv weight. 

155. (New) The composition of cla im 134. wherein the composition has a dissolution 
of at least 10% in 5 min utes. 20% in 10 minutes. 50% in 20 minutes and 75% in 30 minutes, as 
measured using the rotating blad e method at 75 rpm according to the European Phannarnpnri^ t 
in a dissolution mediu m constituted bv water with 2 % bv weight polysorbate 80 or a dissolution 
medium co nstituted bv water with 0,025 M sodium laurvl sulfate. 
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156. (New) The composition of claim 1 34 w herein one or more of the carrier particles 
are isolated and/or agglomerated together. 

157. (New) The composition of clai m 134. wherein the at least one hvdrnp hiTig 
polymer is a mt*tTire of at least two hvdrophilic polymers. 

158. (New) The composition nf cla im 134. wherein the carrier particles are lactose and 
the hvdrop hilic polymer is polyvinylpyrrolidone. 

159. (New) A method for preparing the composition of claim n4 comprising the 
steps of: 

fa) Preparing a micronize d fenofibrate suspension in a solution of at least one 

hvd rophilic polymer, and, optionally, at least one surfactant: wherein the micronized fenofihrate 
has a particle size below 20 microns; 

spraying the micronized fenofibrate suspension from step (a) onto inert carrier 

particl es having a particle size between 100 and 400 microns to form granules in a fluidized-bed 
firanulator: and 

optionally coating the gr anules from step (b) with one or more phased or 

laverfs). 

160. (New) The meth od of claim 159* farther comprising compressing the granules of 
step 0>) or step (c± 

161. (New) A fenofibrate composi tion consisting essentially of granulates, wherein the 
granulates comprise carrier particles, at le ast one solid hvdrophilic polymer and micronized 
fenofibrate particles having a size below 20 um. 
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